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NOTE FOR READERS  I 
1.  This document summarizes the status of the listed  substances until  1  S May 
1994. It contains a provisional and incomplete list of  monomers and additives for food 
plastics (with the exception of· silicones) as well as coatings authorized or used in the 
Member States of  the European Communities. In principle, it should not contain aids 
to polymerization,  colorants,  inks  and  adhesives,  although  some of them  appear.  It 
must  be  stressed  that  the  substances  ·appearing  in  this  doeument  shall  not  be 
considered, at this stage as the only monomers and additives used at Community level 
and  that  this  document  is  a· working  and  not  a  legal  or binding  document,  and, 
therefore~  it  may  be  subject  to  relevant  modifications  (integration~  deletion · and 
changes).  However,  at  the  same  time,  it  must  be  underlined  that  the  Commission 
services  intend  to include  in  the  future  Community  positive  list  only  some  of the 
substances appearing in this document and classified by SCF into lists 0-4 (see the new . 
EC. document "Compilation ·of draft of three Directives  proposals ·on  plastia" 
(EMB349)). 
2.  At  this stage, the Commission services are unable  to specifY  whether the list 
will  be extended to aids to polymerization ("substances which  directly influence the 
formation of  polymers"), colorants, inks and adhesives. Therefore any extrapolatiqn of 
the list to these substances is premature. Moreover the Commission services can· only 
add a) that the discussion on the type of rules to be applied  to these substances will 
start after that the positive list for monomers and additives is adopted and b) that they 
are unable  to specify  any  date on this  matter.  Please, _avoid  to ask  for  any  further 
information on this subject. 
3.  This  document  also  contains. evaluations  made  up  to  15  May  1994  by  the 
Scientific Committee for Food (SCF) or by its working group "Packaging" (SCF-WG) 
on the listed substances.  These evaluations supersede all  other evaluations appearblg 
in previous opinions finalised before 15 May 1994. It specifies also the type of  data to 
be transmitted to the SCF in order to allow it  to evaluate completely the substances 
(see addendum 2 to the explanatory note).  However,  before starting the testing for 
obtaining data requested, if  you are in doubt, write a fax to the Commission services in 
order to have the confirmation of  the validity of  the classification appearing in Synoptic 
7. 
4.  This  document  should  be  read  together  with  the  other  EEC  document 
"Practical  Guide  N.  1",  which  gives  much  more  explanations  on  some  parts  of. 
"Synoptic 7
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5.  Many requests continue to be addressed  to the  Commission  services on the 
legal situation for a product (substance or plastic or food) at national and Community 
level.  Because an  answer to this  type of questions  is,  in  principle,  difficult,  due to 
incomplete Community legislation and to the numerous texts to be verified in  all· the 
3 
\ Community languages,  the Commission services are  no  longer able to answer these 
questions, which require an individual enquiry in order to avoid any mistake. Therefore 
the  applicant  is  advised  to  Send  their  enquires  to  the  European  professional 
organizations or to the national authorities or to a co_mrnercial data bank. The address 
of  .. one  of them,  which  is  sufficiently  complete  and  appropriate  for  European 
CommunitieS and ·members of  EFT  A, is the following: 
EURO-DATA ANALYSTS 
P.O. Box 13, Dorking 
Surrey RHS 4YL, UK 
Phone:(0306)884473 
Fax:(0732)453184 
6.  To obtain a copy of  this document as well as "Practical Guide N.l" please send 
a request to one of  the addresses given below.  · 
If  you are affiliated,  please  sen~ a req~~~t to the fqJipwiog  of  e.~rPJlMn pmf@~~-Q~J 
organisation (in alphabetical order):  · 
ALUMINWM ZENTRALE, Konigsallee 30, Postfach 1207. 0-4000 Dusseldorf I. 
APME, Avenue van Nieuwenhuise, 4 -bte 10, B-1160 Brussels 
BLIC, Avenue des Arts, 2 -B-1040 Brussels 
CEftC, Avenue van Nieuwenhuise, 4-Bte 10-B-1160- Brussels 
CEPE, Avenue van Nieuwenhuise, 4 -bte 10. B-1160 Brussels 
CEPI, Avenue Louise, 306 -B-1050 Brussels 
CIIA, Rue de Ia Loi, 74 •Bte 9, B-1040 Brussels 
CITPA, Amdstrasse, 47 -D-6000 Frankfurt/Main 
EJ'P  A, Rue de Ia Presse, 4 -B-1 000 Bruxelles 
EPI'MA, c/o LINPAC, P.A de Kerguilloten, B.P. 8, 56920 Noyai·Pontivy 
ERMA, Queensway House, 2 Queensway Redhill, Surrey RH 1 I  QS 
EUPC, Avenue Cortemberg, 66, B-1040 Brussels 
EUROMETAUX, Rue Montoyer, 47 -B-1040 Brussels 
FABRIMETAL, Rue des Drapiers, 21, B-1050 Brussels 
F'EC, nae de Louvre, 58 -F-75002 Paris 
PRO-CARTON, Whitfield Street. 67-GB-London  WIA 4PU 
SEFEL (see Fabrimetal) 
If  you are not affiliated to the above mentioned organisations please send a request either to your local 
EURO INFO CENTRE or to your national authorities ("Focal points").  The addresses are indicated 
below. 
EURO INFO CENTRE  (to know the 11dthess of  your loet~llnfocentre,  ple~~M  ssrd  11/IIX Ill or Ctlll 
KISS ANDRJESSEN Hmrictl, Commission of  the European Communltla, DG XXIII, Rile 
ArhHI80, B-1049 Brussels, phone (02)2956092,/ax (02)29$5540) 
BELGIQUE: (for the attention of  Mme Cosse) Ministere de Ia Sante Publique, (Inspection des 
denr6es alimentaires), Cite Ad01inistrative de I'Etat, Quartier Vesale B-1010 BRUXELLES 
DANMARK: (for the attention ofMs Fabech) Levnedsmiddelstyrelsen, Morkoj Bygade,l9 DK-2860 
SOBORG 
BUNDESREPUBLIK DEUTSCHLAND:(for the auention of  Ms Noble) Bundesministerium ftir 
Jugend, Familie, Frauen und Gesundheit Deutschherrenstrasse, 87 D-5300 BONN 2 
BELLAS: (for the attention ofMr Spyropoulos) Miqistere des Finances, Laboratoire 06n6ral d'Etat, 
Rue Anastassion Tsoha, ·16,  115.21 A  THENES 
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ESP~A:  (for the attention of Mrs Carretero Baeza) Ministerio de Sanidad y Consumo-Direcdon 
. General de Salud Alimentaria y Ptoteccion de los Consumidores Pasco del Prado, 18 -
ES-28014 MADRID 
FRANCE:  (for  the  attention  of Mrs  Motisi)  Ministere  de  I'Economie,  des F~  DiRction 
.  Generale  de  Ia  Concurrence,  de  Ia  Consommation  et de  Ia  Repression  des  Fraudes  , 
Boulevard Vincent Auriol n. 59, 7·5703 Paris Cedex 13 
IRLANDE: (for the attention ofMr Lanvin) BOLAS (The Irish Science & Technology  Agency) 
Glasnevin IRL-DUBLIN 9 
IT  ALIA: (for the attention of Mr Porcelli) Ministero della Saniti Piazza Marconi, 25 - 00144 ROMA 
LUXEMBOURG: (for the ·attention ofMr Arendt)  Ministere de Ia Sante. Division de l'lnspection 
Sanitaire, Rue de Prague, Sa L-2348-LUXEMBOURG 
NEDERLAND: (for the attention ofMr Roelfzema) Ministerie van WVC, Directie VVP Postbus 
5406 NL-2280 HK RIJSWIJK 
PORTUGAL: (for the attention ofMr Lopes Costa), lnstituto de Prot~  da Prod~  agro-
alimentar, Av. Conde Valbon 98, -1100  LISBOA 
,  UNITED KINGDOM: (for the-attention ofMr Moore}, Food Safety Division Ministry of 
Agriculture, Fisheries and Food Ergon House c/o Nobel House Smith Square, 17 
GB-LONDON SWIP 3JR 
These 2 documents are a\•ailable also to the national Authorities of the AELE countries and some 
Institutes or Offices as (in alphabetical order) 
ASSOGOMMA (Mr Zerilli), Via S. Vittore 36, 1- MILANO, IT ALIA 
CENAM (Mr Sanchez Saez), Carretera de Majadahonda a Pozuelo, Km 2 E-28220 MADRID -SPAIN 
CEN  (Mr Jeanson) Rue de Stassart, 36, B-1 050 BRUXELLES -BELGIQUE 
CIVO-TNO (DrRijk): Utrechtseweg, 48 Postbus 360, NL3700 AJ ZEIST  _ 
CITIP (Casilla de Correa 157. 1650-San Martin. BUENOS AIRES. ARGENTINA 
EURO-DATA ANALYSTS .P.O. Box 13, Dorking. Surrey RH 5 4YL_ UK. 
FEDERCHIMICA (Sig. Terraneo), Viale Accademia. 33 I-20131 MILANO, IT ALIA 
FDA (Ms Schwartz P.) 200 C Street. S.W. 20204 WASHINGTON DC -USA. 
FINNISH PACKAGING ASSOCIATION, (Mr HMLINEN Jonna). Ritarikatu 3b A 
SF -00170 HELSINKI 17 -FINLAND 
FINNISH PULP AND PAPER RESEARCH INSTITUTE. PO BOX  136 SF-00101 HELSINKI, 
FINLAND 
FRAUNHOFER INSTITUT (Mr Piringer), ·  Fraunhofer-Institut for Lebensmitteln Technology und 
Verpackung, Schragenhofstrasse, 35 D-8000 MUNCHEN  , 
INRA (Mr. Feigenbaum) F-78352 JOUY-en-JOSAS Cedex FRANCE· 
HECKMAN Jerome, Keller and Heckman, 1150 17th Street N. W. WASHINGTON D.C. 20036 -USA 
INSTITIJT D'HYGIENE ET D'EPIDEMIOLOGIE (Mr Gossele), Rue J. Witsman,  14 B-1050 
BRUXELLES -BELGIQUE 
INTERNATIONAL PACKAGING CLUB (Mr. LOUIS Pierre). Avenue des Versailles, 42, F-75016 
PARIS -FRANCE 
ISTITUTO SUPERIORE DI SANIT A  (Ms Gramiccioni). Viale Regina Elena 299 ROMA 
JAPAN Hygienic PVC Association, Miki Toranomon Bldg. 2-16 Toranomon Minatoku, Tokyo 
Japan 105 
LNE (Mr. Camus) Rue Gaston Boissier F-75015 PARIS- FRANCE 
NORWEGIAN FOOD RESEARCH INSTITUTE Osloveien 1. N-1430 AS NORWAY 
ORTEP (Mr Jonker), PO Box 70 4380 4B Vlissingen NEDERLAND 
PACKFORSK (Ms Salmen),Torshamnsgatan. 24 BOX 9 S-164 93 KIST A -SWEDEN 
INSTITUT NAT. RECH. AGRON. (Mr. Pascal) F-78350 JOUY-EN-JOSAS -FRANCE 
RCC (Mr Wietscorke R), CH-4452 ITINGEN - BASEL · 
VTT Biotechnology and Food Research, Biologinkuja I. Espoo, P.O. Box 1500, FIN- 02044 Vff, 
Finland  · 
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'  .. I  EXPLANATORY NOTE  I 
1.  The Commission of the European Communities ("CEC") is in the process of 
completing the Community law  in  the sector of plastics  materials,  as laid  down by 
Annex  1  to  the  Council  Directive  89/109/EEC  of 21  December  1988  on  the 
approximation of the laws of the Member  States  relating  to materials and  articles 
intended  to come  into  contact  with  foodstuffs  (O.J.  N.  L 40,  11  February  1989 
(hereinafter called  "new framework  Directive").  In  principle,  it is  provided that the 
final Community regulation will contain rules concerning the following aspects: 
a)  a positive list of  substances authorized; 
b)  a global migration limit; 
c)  the basic rules for testing migration  (list  ·of simulants,  conditions for testing 
migration (time, temperature)); 
d)  the general criteria for purity of  materials ~nd  aJ1ic~~s an4  fh~  specift~  pfit~na 
e)  the methods of  analysis; 
f)  other. 
2.  Because of the complexity  of the  subject  and  the  number· of discrepancies 
between the national laws,  the CEC  decided to proceed  step by  step,  proposing for 
adoption Directives on  the specific  aspects  of the  regulation.  Nine  Directives have 
already been adopted in this sector: 
78/142/EEC concerning the limits for vinyl chloride monomer (VCM) (OJ n. 
L 44 of 15.02.1978); 
80n66/EEC concerning the determination of  VCM in the finished products 
(OJ n. L. 213 ofl6.08.1980);  · 
81/432/EEC concerning the determination of  VCM in the foodstuffs (OJ n. L. 
167 qf 24.06.1981);  . 
82n11/EEC Directive on plastics "basic rules for testing migration" (OJ n. L. 
291 of 23.1 0.1982); 
85/572/EEC Directive on plastics "list of  simulants to be used for testing 
migration" (OJ n.L. 372 of31.12.1985). 
90/128/EEC Directive on plastics "monomer" (OJ n. L 128 of  21.3.1990 
rectified by OJ n.349 of 13.12.90). 
92/39/EEC 1st amendment to the Directive 90/128/EEC on plastics (OJ n. 
L168 of23.06.92) 
93/8/EEC 1st amendment to the Directive 82/711/EEC (OJ n. L 90 of 
14.04.93) 
93/9/EEC 2nd amendment to the Directive 90/128/EEC on plastics (OJ 
n.90 of 14.04.93) 
N.B  The Commission services are not more available to supply copies of  Official 
Journals. But You can buy a copy by sending a request to the following 
address: 
Office for Official Publications of  the European Communities 
L-2985 Luxembourg (phone 499281) 
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3.  Other Directives  are  either  being  prepared  or being  planned  (see  the EC 
doeuDieot  "Compilation  of draft  of three  Directives  proposals  on  plastia" 
(EMB/349)). 
4.  The problem of  the official control of  food plastics materials and articles as well 
as of  the methods of  analysis will be examined later, taking account of  the development 
of Directive  89/397/EEC  (O.J.  L  186  of 30.06.1989).  Currently,  the  European 
Committee for Normalization (CEN) is  preparing methods of determination of the 
global  migration  in  the  various  situations  and  for  controlling  the  quantitative 
restrictions  on  some  monomers  set  out  in  Directive  90/128/EEC  (acrylonitrile, 
butadiene,  Isocyanate,  MEG  and  DEG,  styrene,  terephthalic  acid).  For  further 
information, please, contact: 
Mr  Jeanson,  CEN,  rue  de  Stassart  36,  B-1 050  Brussels  (fax  5196819  - phone 
5196951) 
5.  This  document  contains  the  updated  situatipn  relating  to  monomers  and 
additives for all  types of plastics (including coatings and  excluding only the silicones 
which will be regulated later). In particular it contains: 
a)  in Annex 1 the draft of  a first list of  monomers (see p.  ); 
b)  In  Annex  1  his  the  requested  products  obtained  by  means  of bacterial 
fennentation and submitted for approval to CEC are listed (seep.); 
c)  in Annex 2 the draft of  a first updated list of  additives (see p.); 
d)  in  Annex  3  an  explanation  of the  meaning  of the  expression  "Polymer 
production aids" (seep.). 
7 INFORMATION OR ABBREVIATIONS INCLUDED IN THE 
COLUMNS OF THE TABLES OF THE ANNEXES 1 AND l  OF 
.  THE SYNOPTIC DOCUMENT 
EXPLANATION OF THE COLUMNS 
Column  ("U") 
the column "U" appears in the document, the+ sign indicates that the "relevant" (not 
redactional) content of  at least one column of  the item has been modified with regards 
to Synoptic 6.  , 
Column  ("PM/REF N") 
n contains the EEC packaging materials reference number of  the substances on the list; 
conventionally the following numbers have been assigned: 
monomers:  10000-29999 
additives:  >30000 
A substance listed as monomer as well  as an  additive will  be assigned two different 
PM/REF numbers.-
Column· ("CAS N"l 
It contains  the  CAS  (Chemical  Abstracts  Service)  registry  number,  if any;  if the 
substance is a mixture of  substances, the CAS number refers to the mixture.  Where an 
indent has been placed in the colum~ty it  means that a 'research for CAS N.  has been 
made,  but that the result was negative.  If the  result of the  search was found  to be 
doubtful a question mark was st to the result.  If no  CAS  number or indent has been 
placed in the column it means that the research has not yet been made.  Where there is 
inconsistency between the CAS  number and  the chemical  name,  the chemical  name 
shall take precedence over the CAS number. If  there is inconsistency between the CAS 
number reported in EINECS and the one in the CAS-Register, the CAS-number in the 
CAS-Register shall apply. 
Column  ("NAME") 
It contains the chemical name. 
In principle, the substances labelled with an asterisk (substances classified by SCF in 
lists 6-9 and W) will  be not included in  future Directives.  The substances having an 
asterisk  before  the  name  and  at  the  same  time  an  asterisk  in  the  column  4,  i.e. 
substances which remain in Section B of  the Directive 90/128/EEC, will be deleted at 
latest the 1st January 1997 for the monomers and later for the additives. Therefore the 
Commission services  strongly recommend  that  the requested  data are submitted as 
8 
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soon as possible.  In  principle,  the  substances are  listed  accordin$  to their common 
name. 11te following general criteria have been applied: 
1.  The  substances  are  listed  in  English  version  in  alphabetical  order with  the 
following conventions: 
a)  Special characters such as numerals, Greek letters (alpha, beta, 
epsilon, omega); 
prefixes indicating substituted locations (m, o, p, C-, N-) 
stereochemicals (cis, trans) or other structural features (n-, tert., 
sec.);  . 
plural as well as words or expressions which_ do not  indicate a 
chemical structure  e.g. "derived  from ... " or "substituted .. " or 
"with  .. ". 
are ignored; 
b)  the following prefixes are considered to form  part of the name:  bis~ cyclo~ iso, 
and the numerals mono,  di,  tri~ tetra, penta etc.  In the main name they should 
be written in capitals. The following prefixes should be considered as additions 
and should not be printed in capitals in the main name:  ortho (o-), meta (m-), , 
para(p-), alpha, beta, gamma etc. cis,  trans~ dextro (d-), laevo (1-), normal (n-), 
N- (=link  to nitrogen  atom)~ primary  (prim.),  secondary  (sec.)  and  tertiary 
(tert.). 
c)  generic terms describing aliphatic organic acids are indicated according to the 
following  sequence:  acids,  aliphatic,  mono- or  polycarboxylic,  saturated  or 
unsaturated, linear or branched, (Cx-Cy); 
d)  generic  terms  describing  aliphatic  alcohols  are  indicated  according  to  the 
following  sequence:  alcohol,  aliphatic,  mono- or  polyhydric,  saturated  or 
unsaturated, linear or branched, primary or secondary or tertiary (Cx-Cy); 
e)  esters  of  monohydric  aliphatic  alcohols  are  usually  listed  under  the 
corresponding  acids  followed  by  the  radical  corresponding  to  the  alcohol 
followed by the term "ester(s)";  · 
t)  esters of polyhydric alcohols are usually listed  under the corresponding acids 
followed by the terms "esters with" and the name of  the polyhydric alcohol. In 
certain cases the esters are indicated, starting from the polyhydric alcohols (  eg. 
polyglycerol mono stearate); 
g)  polymeric additives are expressed in terms of the monomers which constitute 
them,  in  alphabetical  orderand  separated  by  a  hyphen,  followed  by  the 
term"polymer" or "copolymer"; 
h)  salts (including double salts and acid salts) of aluminium, ammonium,  calcium, 
iron,  magn~sium, potassium, sodium and zinc of  an authorized acid, alcohol or 
phenol  shall  be  automatically  autorized.  However,  names  containing  for 
example .............. acid(s),  salts"  appear  in  the  lists  if the  corresponding  free 
9 acid(s)  is(are)  not  separately  mentioned.  In  such  cases  the  meaning  of the 
term"salts"  is  "salts  of aluminium,  ammonium,  calcium,  iron,  magnesium, 
potassium, sodium and zinc". Only in a few cases salts are listed starting by the 
metal; 
i)  following common names are, for example, used: 
arachidic acid 
behenic acid 
caprylic acid 
lauric acid 
myristic acid 
oleic acid 
palmitic acid 
ricinoleic acid 
stearic a~id 
However the foJJowing systematic names of  radicals have been retained: 
n-dodecyl  instead  of Iaury) 
n-hexadecyl  " 
II  cetyl 
n-octadecyl 
II  II  stearyl 
n-tetradecyl 
II  II  myristyl 
2,3-epoxypropyl  '  " 
II  glycidyl 
Similarly the following systematic names of  alcohols have been retained: 
n-dodecanol 
n-hexadecanol 
n-octadecanol 
n-tetradecanol 
Column  ("SCF L"l 
instead of  Iaury I alcohol 
11 
II  cetyl alcohol 
" 
11  stearyl alcohol 
"  "  myristyl alcohol 
It contains the number of the list  in  which the substance  is  classified  by the  SCF or 
other abbreviations.  The meaning of  the number or other abbreviations which appears 
in this column is described here below. 
SCF  LISTS 
LISTO 
Substances, e.g. foods, which may be used in the production of plastic materials and a~icles, e.g. food 
ingredients and certain substances known from the intenncdiate metabolism in man and for which an 
ADI need not be established for this purpose. 
LIST  1 
Substances, e.g. food additives, for which an ADI, a temporary ADI  (t-ADI). a MTDI, a PMIDI, a 
PTWI  or the classification "acceptable" has been established by this Committee or by JECF  A. 
LIST 2 
Substances for which a IDI or t-IDI has been established by this Committee. 
10 
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LIST 3 
Substances for which an ADI or TDI could not  be established.  but  where the present use could be 
~· 
LIST 4 
Section A (for monomers) 
Substances  for  which  an  ADI  or  TDI  could  not  be  established.  but  which  could  be  used if the 
substaDc:e migrating into foods or in food simulants is not detectable by an agreed sensitiVe method . 
Section B Conly for monomers)  . 
Substances for which an AD lor IDI could not be established. but which could be used if  the levels of 
monomer residues in materials and articles intended to come into contact with foodstuffs are reduced 
as much as possible. 
LIST 4 <for additives> 
Substances  for  which  an  ADI  or  TDI ·could  not  be  established.  but  which  could  be  used  if the 
substance migrating into foods or in food simulants is not detectable by an agreed sensitive method. 
LISTS 
Substances which should not be used. 
List6  I 
Substances for which there exist suspicions about their toxicity and for which data are lacking or are 
insufficient. The allocations of substances· to this list arc mainly based upon similarity of structure of 
chemical substances already evaluated or known to have functional groups that indicate carcinogenic 
or other severe toxic properties. 
Section A 
Substances suspected to  have carcinogenic properties. Tbese substances should not  be detec;table  in 
foods or in food simulants by an appropriate sensitive method for each substance. 
Section B 
Substances suspected to have toxic properties (other than carcinogenic). Restrictions may be indicated. 
List  7 
Substances  for  which  some  toxicological  data  exist,  but  for  which  an  ADI  or TDI  could  not  be 
established. The required additional information sbould be furnished. 
ListS 
Substances for which no or only scanty and inadequate data \vere available. 
List9 
Substances  and  groups  of substances  which  could  not  be  evaluated  due  to  lack  of specifications 
(substances) or to lack of  adequate description ( groups of  substances ). 
Groups of substances should be  repl~  where possible.  by  individual  substances aCtually  in use. 
Polymers for which the data on identity specified in SCF guidelines are not available. 
· ListW 
"Waiting list". Substances not yet included in the existing positive lists of Member States. Although 
these substances appear in  the Synoptic documents.  they  are not  susceptible  to  be  included in the 
Community lists, lacking the data requested by the Committee. 
NOT  A BENE:  The classification attributed to the substances in  Annexes  1 and  2 is 
updated to 15 May 1994 and it supersede any other previous classification. For certain 
substances a double classification appear in the Column SCF  _  L because there are two. 
parts of  the molecule which are toxicologically active. For other substances the letter P 
11 may appear. This indicates that these substances will  be re-examined in future by the 
SCF because some data have been transmitted after the last classification. 
Column  ("EEC L"l 
It contains the following abbreviations which are useful for computer retrieval:_ 
Ax=  substances  allocated  to  Section  A  in  one  of the  future  EEC  Directive 
("Directive x"); 
AO=  substances allocated to Section A in Directive 90/128/EEC; 
AI=- substances allocated to Section A in 1st amendment ofDirective 90/128/EEC; 
A2=  substances allocated to Section. A in 2nd amendment of  Directive 90/128/EEC; 
AJ=  substances  allocated  to  Section  A  in  -3rd  draft  amendment  of Directive 
90/128/EEC; 
A4=  substances  allocated  to  Section  A  in  4th  draft  amendment  of Directive 
90/128/EEC; 
AS=  substances  allocated  to  Section  A  m  5th  draft  amendment  of Directive 
90/1 28/EEC; 
Bx=  substances allocated to Section B in one of  the future Directive ("Directive x"); 
BO=  substances allocated to Section Bin Directive 90/128/EEC; 
B 1  =  subtances allocated to Section B in  1st amendment of  Directive 90/  128/EEC; 
B2=  substances allocated to Section B in 2nd amendment of  Directive 90/128/EEC;' 
B3 =  substances  maintained  in  Section  B  in  3  rd  draft  amendment  of Directive 
90/128/EEC subject to amendment of  their restriction; 
BOIB1  substance  in  section  B  in  Directive  90/128/EEC  (=BO)  and  maintained  in 
Section Bin the first amendment of  the Directive 90/128/EEC(=B1); 
Dx=  substances deleted from the list in a future Directive ("Directive x"); 
D 1  =  substances deleted in the first amendment of  the Directive 90/1 28/EEC; 
D2=  substances deleted in the second amendment of  the Directive 90/128/EEC; 
03 =  substances deleted in the third draft amendment of  the Directive 90/128/EEC; 
D=  "new" substances never authorized (corresponding to substances in waiting list 
("W") in SCF lists. 
The criteria applied for the allocation into  Section A and  B is  the following:  if  the 
substance is ·classified by SCF in lists 0,  1,  2,  3, 4 it is allocated in  Section A; if  the 
substance is classified by SCF in lists 6, 7, 8, 9 it  is allocated in  Section B, unless the 
substance is not deleted.  -
12  . 
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Column  C"SCF  Ml 
It contains the following information: 
- M=  number of the meeting(s) of the working group "Packaging materials" of the 
SCF at which the item has been evaluated;. 
- R=  number of  the Series of  the SCF Report in which the opinion of  the SCF on the 
item has been given or will given . 
R17=  contains the evaluations for the monomers from the 1st until the 21  Meeting of 
the working group; 
R 19=  contains the evaluations for the monomers from the 22th until the 27th Meeting 
of  the working group; 
R20=  contains the evaluations for the monomers from the 28th until the 34th Meeting 
of  the working group; 
· R30=  contains the evaluations for the monomers from the35th until the 46th meeting 
of  the SCF working group;  · 
R33=  contains the evaluations for the additives listed into lists 0-5 from the beginning 
(21st M) until the 49th meeting of  the SCF working group (some also in 50th 
M) 
Column .("SCF OPINION") 
This contains the opinion of  the SCF or its working group updated to 31  March 1994. 
The content of  the column supersede any other previous opinion. 
Column  ("RESTRICTIONS) 
Except mistakes, this contains the restrictions appeared in the Official Journal for the 
substances present in the Directives. For all other substances it contains the restrictions 
suggested by the SCF assuming that a man eats every day  I  kilo of food  in  contact 
always with the same plastics (Food Consumption Factor= 1).  The formula used  to 
obtain the SML values is the following : 
SML (mglkg)= ADI or TDl(mglkgbw)  x  60 
These last restrictions should not be yet considered, at this stage, as formal 
Commission proposal but only as a starting point for the discussions. 
Column  C"CS  PM") 
This column contains the progressive number of  the document received or transmitted 
by the Commission which refers to the substance (see annexes of  the minutes of  the 
meetings of  the SCF wg). If  the number is followed by a stroke or double stroke, that 
means that all the documents listed at the left of  the stroke have been examined by 
SCF. The letters for retaining a substance in Section B are indicated by an asterisk 
13 besides the reference number, although in some cases technical dossier has been 
received. If  the number is followed by a + sign it means that a compilation of  the 
previous correspondance has been made in order to reduce the number of  CSIPM to be 
indicated in the field. The meaning of  the letters and numbers which appears in this 
column in brackets is the following: 
B=  Bioac:cumulation 
F =  Full dossier 
id=  Idem to another substance 
I=  Identity 
H=  Hydrolysis data 
m=  migration data 
M=  mutagenicity data 
Mw=  Distribution curve 
T=  Toxicity data other than 28-90 day and long term studies 
90=  90-day study 
NB.  In principle, the other data (e.g. usc, chem-physical data) were no indicated 
Column  ("REMARKS") 
For the meaning of  the other expressions used (for example S l(PMIREF.N) see below. 
This  column  gives  some  information  to  be  used  as  a  memo  for  the  Commission 
services.  The  indication  of a  type  of plastic  does  not  mean  necessarily  that  the 
substance is authorized or used only for this plastic. 
Column  ("MAT PL) 
The sign + means that the substance was requested for plastics. 
Column 17 ("MAT C"l 
The sign + means that the substance was requested for coatings. 
EXPLANATION OF THE EXPRESSIONS OR ABBREVIATIONS USED IN 
THE TABLES OR IN THE DOCUMENT, LISTED IN ALPHABETICAL 
ORDER. 
Aliphatic 
Acceptable Daily Intake 
ALIPH. 
ADI 
COV.BY  Covered by ...  Means that the substance(s) mentioned in.column 
"NAME" is (are) included in the substance(s) mentioned in column 
"REMARKS". 
CYCLOALIPH Cycloaliphatic 
DET  Detectable 
DL  Limit of  detection 
Ex L9  Substance  for  plastics  destined  to  disappear  from  the  list  because 
replaced by individual compound.  · 
ExL9*  Substance used  only  for  coatings  destined  to  disappear  from  the  list 
because replaced by individual compound. 
FP  Finished product(= material and article in finished state) 
FS  Food simulants 
m  lv.leta 
MONOCARB.Monocarboxylic 
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MONOH.  Monohydric 
n  Normal 
NCO  Isocyanate moiety  \ 
NEW SUBST New substance. These substances will appear in Directives only if  the 
SCF classified them in LO-L4 
NS  Not specified 
o  Ortho 
p 
p 
Pol 
QM 
QM(T) 
Para 
Postponed. Substances under examination or re·examination. 
Polymer 
Maximum permitted quantity of  the "residual" substance in the material 
or article 
Maximum permitted quantity of the "residual"substance in the material 
or article expressed as total ofmoyety/ substance(s) indicated". 
S  1  (PM/REF)  Substance used only in plastics which replaces the generic term 
S2, 
SAME .. 
(PMIREF.N) classified by the SCF in L9 .... 
Substance  .used  only  for  coatings  which  replaces  the  generic  term 
(PMIREF.N) classified by the SCf in L9. 
means that _the substance mentioned  in  column"NAME"  is identical to 
the substance mentioned in column "RESTRICTIONS" 
SAT.  Saturated 
SCF_L ·  Number of  the SCF list (see explanation in column SCF  _L) 
SIMILAR TO Means that the substance is similar to the  indi~ated substance 
SML  Specific migration limit in foods or in food simulant 
SML(T)  Specific migration limit  in foods or in food  simulant expressed as total 
SML(x) 
SPEC(I) 
SPEC(P) 
SPEC(U) 
T 
TDI 
UNSAT. 
X 
y 
w 
ofmoiety/substance(s) indicated. 
Specific migration limit  in  foods  or in  food  simulant  for  the group .of 
substances having in column restriction the abbreviation SML(x); 
Specification on identity of  the substance is requested; 
Specification on purity of  the substance is requested; 
Specification on use of  the substance is requested 
Single or in combination with substances of the same chemical moiety 
or individually indicated. 
Tolerable  Daily  Intake  (it  is  a  concept  equivalent  to  the  ADI,  but 
applicable only to the packaging sector and not to food addditives). 
Unsaturated 
Means that the organoleptic characteristics of the substance(s) are self 
limiting (see for monomers. for example. Annex II of  the minutes of  the 
51st EEC meeting) and,  therefore.  in principle. could not be necessary 
to put a special quantitative restriction. 
Means that the "food usage"  of the polymer(s) for which the substance 
is authorized (see for monomers,  for example,  Annexes 2 and 3 of the 
minutes  of 52nd EEC  meeting)  is  limited  and,  therefore,  in  principle, 
could not be necessary to put a special quantitative restriction 
- if it  appears  in  column  "RESTRICTION"  means  that the finished 
products made from the substance( s) are in contact with foodstuffs only 
for a short time and therefore, because the probable migration should be 
low,  in  principle,  could  not  be necessary to  put  a special  quantitative 
restriction. 
15 z 
? 
• 
- if  it appears in column "SCF _L", it refers to a "new substance" and it 
means  "waiting  list"  (see NEW  SUBST).  It could  be  followed  by  a 
number which indicates the SCF list. 
Means that the difference between the overall  migration limit and the 
specific  linut,  is  so  low  that  it  would  not  be  necessary  to impose 
aspecial  quantitative  restriction,  taking  account  the  approximation  in 
these calculations 
Means that there is a doubt on the information given 
Means that the enquiry for finding the information has been made but 
that it was negative 
See the meaning in the explanation of each column . 
Type or plastics 
For the meaning of  the types of plastics mentioned hereinafter, refer to the definitions 
generally recognized,  particularly to the  International  Standard  IS0.472.  It  is  to be 
noted  that  an· abbreviation  for  a  polymer  refers  both  to  the  homopolymer  and  to 
vario~s copolymers. 
ABS 
CA 
CL 
CP 
LCU. 
MABS 
MBS 
MF 
MUF 
NC 
PA 
PAM 
PAN 
AR 
PB 
PBT 
PC 
PCLO 
PCTFE 
PE 
PEEK 
PEES 
PEl 
PEK 
PEN 
PES 
PE 
PET 
PF 
PIB 
PMMA 
Acrylonitrile-butadiene-styrene 
Cellulose acetate 
Cellulose 
Cellulose propionate 
Lignocellulose 
Methyl methacrylate-acrylonitrile-butadiene-styrene 
Methyl methacrylate-butadiene-styrene 
Melamine-formaldehyde 
Melamine-urea-formaldehyde 
Nitrocellulose 
Polyamides 
Acrylic and methacrylic resins 
Polyacrylonitrile 
Polyarylates 
Polybutene 
Polybutylene terephthalate 
Polycarbonate 
Polycaprolactone 
Polychlorotrifluoroethylene 
Polyethylene 
Polyetheretherketone 
Polyetherethersulphone · 
Polyetherimide 
Polyetherketone 
Polyethylenenaphthenate 
Polyethersulfone 
Polyether 
Polyethylene terephthalate 
Phenol-formaldehyde 
Polyisobutylene 
Polymethyl methacrylate 
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PO 
POM 
pp 
PPE 
PPO 
PS 
PT 
PTFE 
PUR 
PVAC 
PVB 
PVC 
PVCC 
PVDC 
PVDF 
PVE 
RF 
SAN 
SB 
UF 
UP 
.. · 
Polyolefins 
Polyoxymethylene= polyformaldehyde= polyacetal 
Polypropylene 
Polyphenylene ether 
Polyphenylene oxide 
Polystyrene 
Polyterpenes 
Polytetraftuoroethylene 
Polyurethanes 
Polyvinyl acetate 
Polyvinyl butyral 
Polyvinyl chloride 
Polyvinyl chloride chlorinated 
Polyvinylidene chloride 
Polyvinylidene fluoride 
Polyvinyl ether 
Resorcinol-formaldehyde 
Styrene-acrylonitrile 
Styrene-butadiene 
Urea-formaldehyde 
Unsaturated polyesters 
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ADDENDUM 2 TO THE EXPLANATORY 
NOTE 
NOTA BENE 
This addendum contains the  entire version of the Annex 3 of the  "Practical Guide 
N. 1  "followed by the entire version of  the "SCF guidelines" extracted also from the 
Annex 2 of  the  ''Practical Guide N.  1  ",  without any relevant change. Moreover it 
contains the relevant parts of  the appendices of  the "Note for Guida11ce" refe"ing to 
the mutagenicity tests as well as the hydrolysis and  migration data. 
Therefore  the  reader of the  "Synoptic  6" may know  rapidly what  data. should be 
provided in order to obtain a re-evaluation of  a substance classified in SCF lists 6-9 
and W.  However it is strongly reco1nn•entl to reatl carefully tlae  "Practical Guitle 
N.J. ", if  you intend to supply tlae data rettuestetl, n1ainly tile Annex 2 and 3 of  tile 
mentioned "J'ractical  Guide  N.l"  Because  this  addendum  is  an  extract  of the 
Practical  Guide  N.  1,  the  references  to the  pages  have  been  changed  in  order to 
facilitate at maximum the lecture. 
FIRST PART:  Data requested for substances classified  i~ Lists -6-9 and W" 
SECOND P  ART"SCF guidelines" 
I I  , 
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FIRST PART 
DATA REQUESTED FOR 
SUBSTANCES CLASSIFIED IN 
LISTS 6-9 AND IN LIST W 
(extract from the annex 3 of the "Practical Guide N. 1  u) 
21 INTRODUCTION· 
1.  The Commission services  wish  to emphasise  that the applicant  should  read 
carefully  "Note for  Guidance"· (see  p.  23  of the  "Practical  Guide  N.  1  "), 
particularly the "SCF Guidelines" in order to supply the correct data requested 
by the SCF for the evaluation of  a substance. 
2.  The  Commission  setvices  moreover  wish  to  stress  that  theSCF  Guidelines 
represent an attempt to specify as much as possible the data to be supplied in 
order to allow the SCF to evaluate the risk connected by the use of  a substance 
in materials in contact with foodstuffs.  However the SCF recognised, that the 
size of  the data base, which might be required for evaluation, would depend on 
whether· it is intended to submit a "full dossier" or a "reduced dossier".  "Full" 
dossier containing the complete core set of toxicological data are essential, in 
principle,  for  an  evaluation  in  terms  of a  TDI.  However,  even  in  these 
circumstances deviations from the core requirements could be made, provided 
an adequate justification for this approach and  appropriate reasons are given 
for  omitting any  toxicological  test.  When  it  is  not  intended  to  request  the 
establishment of  a TDI~ a "reduced" dossier would be acceptable as outlined in 
paragraphs 6.3.1 to 6.3.3.of theSCF Guidelines"  (see pages 24 and 25 of  this 
document). 
Definitively, it is  strongly recommended to  the applicant 
to specify clearly in the summary data sheets (see p. 83 of 
the "Practical Guide N.  1  ") whether he wishes to deviate 
from theSCF Guidelines" and the reasons of his deviation. 
3.  On the basis of the letter received  in  the last  years,  the Commission services 
think that the applicants have some difficulties to know which data should be 
supplied  to the SCF  for  the  substances  allocated  into  lists  6-9 and  list  W. 
Therefore they decided to issue this specific document, where, for each li$t, the 
data requested by the SCF as well as the possible options and consequences are 
clearly specified. 
4.  It  must  be  stressed  that  the  SCF  considered  the  requests  listed  in  "Sixth 
amendment" for dangerous substances (79/831/EEC O.J. L.  259 of 15 October 
1979) and the data base for the authorization of a substance by the FDA. The 
SCF conclusion was that  both  data,  in  principle,  are  inadequate ,to  obtain  a 
classification  into  lists  0-4,  unless  they  are  accompanied  by  a  technical 
explanation in  which the applicant  has  provided  an  adequate justification for 
this approach and gives the appropriate reasons for  omitting any migration or 
toxicological  test.  Therefore  the  applicant  is  invited  to  comply  withSCF 
Guidelines in order to obtain a complete evaluation of  a substance. 
5.  To facilitate the comprehension of this  document,  the definitions of the SCF 
lists 6-9 and list W are reported below: 
22 LIST  6  . 
Substances for which  suspicions exist about their toxicity and for which data 
are lacking or are insufficient. 
The allocations of substances to this list  are mainly  based upon similarity of 
structure of  chemical substances already evaluated or known to have functional 
groups that indicate carcinogenic or other .severe toxic properties. 
Section A 
Substances suspected to have carcinogenic properties. These substances should 
not be detectable  in ·foods or in  food  simulants  by  an  appropriate sensitive 
method for each substance. 
Section B 
Substances  suspected  to  have  toxic  properties  (other  than  carcinogenic). 
Restrictions may be indicated. 
LIST  7 
Substances for which some toxicological  data exist,  but for which an ADI  or 
TDI  could not be established.  The required  additional  information should be 
furnished. 
LIST  8 
Substances for which no or only scanty· and inadequate data were available. 
LIST  9 
Substances and groups of  substances which could not be evaluated due to lack 
of specifications (substances)  or to  lack  of adequate  description  (groups of 
substances).  Groups  of substances  should  be  replaced,  where  possible,  by 
individual substances actually in use. 
Polymers for which  the data on  identity  specified  inSCF  Guidelines  are not 
available. 
LIST  W 
"Waiting  list".  Substances  not  yet  included  in  the  existing  positive  lists  of 
Member States. Although these substances appear in Synoptic documents, they 
are not susceptible  to be  included  in  the Community  lists,  lacking  the data  • 
requested by the Committee. 
23 
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SUMMARY OF ADDITIONAL DATA REQUESTED 
BY SCF FOR SUBSTANCES CLASSIFIED IN LISTS 
6A, 6B, 7,. 8, 9 AND W. 
SUBSTANCES CLASSIFIED IN LIST 8 OR LIST 6A OR 
LIST68 
If  not  yet transmittetl, the applicant should provide data on: 
chemical properties and stability 
use 
migration (seep. 37) (N.B. The data shall  be always provided except- if they 
may be derived from calculation (see point 6.3.4 in "SCF Guidelines", p.49). 
Toxicology (see below) 
Concerning  the  toxicological  data  to  be  submitted,  these  depend  on  the  level  of 
migration (M) obtained in  the "worst"  possible or foreseeable case.  Three situations 
have been set out by the SCF in its guidelines (pages 39 and. 40 of this document) and 
these are hereinafter repeated: 
"6.3.1.  IF 5< M < 60 MG/KG OF FOOD OR FOOD SIMULANT 
the applicant should provide the following "full dossier" containing: 
a 90-day oral study  ' 
3 mutagenicity studies (see for the details p. 42) 
i)  a test for gene mutations in bacteria 
ii)  - a test for chromosomal aberrations in cultured mammalian cells; 
iii)  a  test for gene mutations  in  cultured mammalian  cells;  under special 
circumstances  another  ·  validated  eukaryotic  test  detecting-
gene-mutations may be acceptable; 
studies on absorption, distribution, metabolism and  excretion~ 
data on reproduction; 
data on teratogenicity; 
data on long-term toxicity/carcinogenicity. 
These studies should be carried out according to the instructions in the EEC Directives 
and/or OECD guidelines,  including "Good Laboratory Practice"  (see bibliography,  p. 
~  41). 
24 "6.3.2.  IF 0.05 < M < 5 MG/KG OF FOOD/FOOD SIMULANT; 
the applicant should provide either -the  "full dossier" mentioned in  6.3 .I. in  order to 
obtain an. allocation of  a TDI or the "reduced dossier" containing at least the following 
data: 
data· demonstrating the absence of potential bioaccumulation in  animals (e.g. 
octanoVwater partition coefficient); 
data demonstrating the absence of mutagenic potential by the 3  mutagenicity 
tests listed in 6.3.1; 
90-day oral toxicity study." 
other additional tests, if  they are specifically requested by SCF. 
"In principle", if  only a "reduced dossier" is available, the SCF will not allocate a TDI 
but will  propose a  restriction less or equal to 5 mglkg of food  or food  simulant or 
some other equivalent restriction. 
Only  in  some  exceptional  cases  where  other  data  are  available,  (i.e.  studies  on 
absorption, distribution, metabolism, excretion, reproduction, teratogenicity etc.), the 
SCF could  establish  a  NOEL and  consequently a  TD  I.  Therefore  the applicant  is 
invited to summarize in the "Summary data sheet" accompanying the technical dossier 
the arguments on the basis of  which he considers that a TD  I could be established. 
"6.3  .. 3.  IF M < 0.05 MG/KG OF FOOD OR FOOD SIMULANT 
The applicant should provide either the "full dossier" mentioned in  6.3.1. in  order to 
obtain an allocation of  a TDI or the "reduced dossier" containing at least the migration 
data  (they  are  necessary)  and  the  data  demonstrating  the  absence  of mutagenic . 
potential by the 3 mutagenicity tests listed under 6.3 .1.'' 
In principle, if  only a ''reduced dossier" is available, the SCF will not allocate a TDI but 
will propose a restriction less or equal to 0.05 mglkg of  food or food simulant or some 
other' equivalent restriction. The SCF stressed that this restriction may be established, 
only if  the migration data in the "worst conditions" are supplied. 
NOTA BENE. 
a)  If,  by  calculation,  it  is  possible to show that  the  level  of migration  of the 
substance (assuming that  I 00% of substance  migrates)  may  not exceed  the 
upper limits fixed  in  points 6.3.2 or 6.3.3, then the applicant can supply only 
the "reduced" dossier; 
b) 
c) 
If the applicant believes that for an adequate evaluation of its substance, it  is 
not necessary to supply all  the requested data, he should give in  the summary 
data  sheet  (see  p.  83  of  the  "Practical  Guide  N.l")  relevant  reasons 
accompanied  by  supporting  documents.  If the  technical  dossier does  not 
contain a summary data sheet and the requested sun1maries, it should not 
be examined; 
As regards migration data, see p. 3  7. 
25 
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SUBSTANCES CLASSIFIED IN LIST 7 
The applicant should provide only the data specifically requested  by the SCF. 
However it should be noted that, frequently, these data represent only the minimal data 
requested to enable a  first  toxicological  assessment· to be made.  These data would 
suffice for completion of  a "reduced dossier", but would not be adequate for providing 
a "full dossier". In principle, if  only a "reduced dossier". is available, the SCF would not 
allocate a  TDI  but  will  propose  a  restriction  depending  on  the  toxicological  data 
available. 
SUBSTANCES CLASSIFIED IN LIST 9 
The SCF list 9 contains the following categories of substances which are listed below 
together with a summary of  information required: 
Category l  I 
I 
I 
Groups of substances  inadequately described  e.g.  alkyl  vinyl  ethers~  acids  aliphatic -
(C6-C24);  nonylphe~ol. 
The applicant should specify,  as a  first step, the individual  substances actually used 
(isomers included!) which are covered by this category, giving for each substance the 
details described in "SCF Guidelines", paragraph 1.1  and reported again on p. 28. 
Category 2 
Substances, natural or synthetic, which need specifications (e.g. castor oil;  polymers 
or copolymers). 
The  applicant  should  provide,  as  a  first  step,  specifications  for  these  substances 
according to "SCF Guidelines" paragraphs 1.2 or 1.3 for the mixtures and to paragraph 
1.4.  for polymers used as additives (see p.  28  and  also  explanation on p.  19  of the 
"Practical Guide N.1 ").  Particularly important is the reference to specifications given, 
for example, by JECF  A, Codex Alimentarius, Food Chemicals Codex, European or US 
Pharmacopoeias. The SCF examines the dossier and decides which types of additional 
data should be transmitted by the applicant (e.g.  migration and/or toxicological data). 
The applicant finally supplies the requested additional data. 
Category 3 
Mixtures,  defined  or  not  defined,  and  inadequately  described  for  toxicological 
evaluation  . 
The applicant should provide, as a first step, full  details of these mixtures, according 
toSCF Guidelines in paragraphs 1.2 and 1.3, set out again in  p.28 and also explanation 
in  p.l3 and following of "Practical Guide N.l ").  The SCF  examines  the dossier and 
decides which types of  additional  data should  be transmitted  by  the  applicant  (e.g. 
migration  and/or  toxicological  data).  The  applicant  then  supplies  the  requested 
additional data. 
26 I  SUBSTANCES CLASSIFIED IN. WAITING LIST  I 
This case applies only to the "new" substances e.g. substances not yet included in the 
"official" Community list and never authorized at national level. It has to be underlined 
that these "new" substances are evaluated and classified applying the same criteria used 
for the  "old"  substances (substances already  authorized  at national  level).  However 
they will only be induded in the draft of the proposals for Directives if they are 
transferred in lists 0-4. They are listed in the "Synoptic 6" only for infonnation. If  the· 
substance is allocated in waiting list without any further indication ("W" in the column 
"SCF  _L" of  the "synoptic 6") or with the indication W8, the applicant should supply all 
the data depending on the level of  migration obtained (see points 6.3.1-6.3.3, pages 24 
and  25).  If the substance is. allocated  into  W7  or W9  supply  the data respectively 
mentioned for the substances classified in lists 7 or 9. 
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DATA REQUESTED BY SCF IN ORDER TO RECLASSIFY A LIST 9 
SUBSTANCE 
1. 
1.1. 
1.1.1. 
1.1.2. 
1.1.3. 
1.1.4. 
1.1.5. 
IDENTITY 
In the case of  an individual, well-defined substance give: 
C}.temical  names (IUP  AC  and  some synonyms such as common name,  CAS 
name and trade name) . 
CAS number. 
Molecular and structural formulae; molecular weight. 
Degree  of purity;  methods  for  determination  of purity;  qualitative  and 
quantitative data concerning impurities. 
Spectroscopic data; supply data which allow identification and characterisation 
of  the substance, e.g. infrared and/or mass spectrometry. 
1.2.  Mixtures which can be defined. 
a)  Mixtures arising from natural sources. 
These mixtures shall  be  submitted  accompanied by  toxicological  data 
referring to the whole mixture with description of each comp_onent  in 
accordance with  paragraphs  1.1.1. - 1.1.5  and the proportion of each 
component. 
b)  Synthetic mixtures. 
Each component of  a synthetic mixture shall be submitted separately. 
1.3.  Mixtures which cannot be defined. 
A description as complete as possible should be supplied, including: 
a)  the compounds o'r raw materials used in preparing the mixture; 
b)  the production process,  production control  and  reproducibility of the 
process; 
c)  the method used to purify the product; 
· d)  the substances formed during the process. 
1.4.  Polymer used as additive 
1.4.1.  CAS. N° 
1.4.2.  structure 
I.  4.3.  starting substances and other substances present (e.g. impurities,  additives·) as 
well as their relative amounts 
1.4.4.  average molecular weight (in ponderal terms) 
1.4.5.  curve of the distribution of the  molecular  weights  (ordinate weight  %  of 
molecules having a certain MW, abscissa the MW)(seefigure on p. 36) 
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SECOND PART 
SCF GUIDELINES 
PRESENTATION OF A REQUEST FOR ASSESSMENT OF A 
SUBSTANCE TO BE USED IN PLASTICS MATERIALS AND 
ARTICLES INTENDED TO COME INTO CONTACf WITH 
FOODSTUFFS 
(Extract of  the annex 2 of  the "Practical Guide N. I" 
NOTA BENE 
The document reported here as that included in "Practical Guide N. I" differs in some· 
details from the same docum.ent published in the SCF Report, Series N. 26 (1992). The 
applicant is invited to follow strictly the document reported here. 
MEMO 
The addendum 2 of  tire explanatory note contains in tire first part t/Je entire version 
of  the Annex 3 of the  "Practical Guitle N.l" anti in.  tire  secontl part the entire 
version  of the  "SCF 9uitlelines"  extractetl also fro/It  "Practical  Guitle  N.  1  ", 
without any relevant change.  MoreOl'er it contains in tlte secontl part tire relevant 
pieces of  the appendices which refer to tire ntutagenicity tests anti to t/Je hydrolysis 
and migration data. 
The aim of  this repetition is to allow t!Je reader of  tire "Synoptic 6" to know rapidly 
what data  should be pro,,idetl in  order to  obtain  a re-e,,a/uation of a substance 
classified in SCF lists  6-9 and W.  Howe,,er  it is strongly  reconut~entled to  reatl 
care(ullv the "Practical Guide N.J.", if vou  intend to  supply the tlata requested, 
mainly the Annex 2 anti 3. 
29 WARNING TO THE APPLICANTS 
PROVIDE  THE  DATA  REQUESTED  BY  SCF  AS  SOON  AS 
POSSIBLE,  OTHERWISE  YOUR  SUBSTANCE  MAY  NOT 
APPEAR IN THE FUTURE COMMUNITY LIST. 
YOUR APPLICATION MAY NOT BE EXAMINED, IF YOU DO 
NOT  FOLLOW  COMMISSION  SERVICES  GUIDELINES 
CORRECTLY. 
AVOID MAKING ONE OF THE FOLLOWING MOST COMMON 
MISTAKES,  IF  YOU  WANT  YOUR  APPLICATION  TO  BE 
EXAMINED. 
30 THE TEN RULES 
FOR FOOD PACKAGING APPLICATIONS 
1.  READ  CAREFULLY  AND  FOLLOW. STRICTLY  THE  "NOTE  FOR 
GUIDANCE"  IN  THE  PREPARATION  OF  ANY  APPLICATION  AND 
BEFORE ANY REQUEST OF INFORMATION. 
2.  CONTACT  EUROPEAN  PROFESSIONAL  ASSOCIATIONS  OR 
NATIONAL AUTHORITIES,  IF YOU NEED FURTHER EXPLANATION. 
3.  CONTACT  THE  COMMISSION  SERVICES  ONLY  IF  YOU  ARE 
LOCATED OUTSIDE OF THE EUROPEAN COMMUNITIES OR IF,  BY 
APPLYING  THE RULES  N.l  AND  N.2,  YOU  DID  NOT  RECEIVE  A 
1 SATISFACTORY ANSWER. 
4.  SEND A SINGLE APPLICATION FOR ANY SINGLE SUBSTANCE. 
5.  USE ONLY THE MODEL OF LETTERS PROVIDED IN THE "NOTE FOR 
GUIDANCE"  AND  ENCLOSE  ALL  THE  MENTIONED  DOCUMENTS 
AND SEND THEM TO ALL INDICATED PERSONS. 
6.  DO NOT SEND AN  INCOMPLETE TECHNICAL DOSSIERS, BECAUSE 
THE SCF WILL REFUSE TO EXAMINE IT,  UNLESS  YOU  ARE  ABLE 
TO GIVE AN EXPLANATION IN THE  "SUMMARY DATA SHEET". 
7.  REMEMBER a) TO ALWAYS FILL OUT A 
11SUMMARY DATA SHEET", 
INCLUDING  THE  SUMMARIES  OF  MIGRATION  DATA  AND  OF 
TOXICOLOGICAL  DATA  AND  b)  TO  SEND  THE  ORIGINAL  DATA 
(AND NOT ONLY REFERENCES). 
8.  CONSULT  EUROPEAN  PROFESSIONAL  ORGANIZATIONS  OR 
NATIONAL AUTHORITIES  BEFORE TRANSMITTING  A TECHNICAL 
DOSSIER TO THE COMM:ISSION SERVICES, IN ORDER TO BE SURE 
THAT THERE IS NO CHANGE IN THE NOTE FOR GUIDANCE. 
9.  SEND  LETTERS  ONLY.  DO  NOT  SEND  FAXES  OR  FAXES 
FOLLOWED BY LETTERS 
10.  INCLUDE AN ADDRESS LABEL WITH YOUR  LETTE~ IF YOU WISH 
TO  RECEIVE  A  QUICK  ANSWER.  ALWAYS  ADD  A COPY  OF  THE 
PREVIOUS  CORRESPONDENCE,  IF  YOU  REFER  TO  IT  IN  YOUR 
LETTER  -
31 THE SEVEN  MAIN  COMMON  MISTAKES 
IN  THE APPLICATIONS 
1.  NOT USING THE APPROPRIATE MODEL LETTER 
2.  NOT SENDING FULL DOSSIER TO COMMISSION AND RIVM 
3.  SENDING  AN  INCOMPLETE  TECHNICAL  DOSSIER  OR  A  DOSSIER 
DEVIATING FROM GUIDELINES WITHOUT ANY EXPLANATION 
4.  NOT  SENDING  REQUESTED  DATA  OR  SENDING  DATA  NO 
REQUESTED 
5.  NOT SENDING THE "SillAMARY  DATA  SHEET"  OR  SENDING THE 
"SUMMARY  DATA  SHEET"  WITHOUT  THE  APPROPRIATE 
SillAMARY OF THE MIGRATION DATA OR TOXICOLOGICAL DATA. 
6.  PUTTING  REFERENCES  OR  SUMMARIES  IN  THE  TECHNICAL 
DOSSIER WITHOUT SENDING THE ORIGINAL OAT A. 
7.  SENDING  A  SINGLE  APPLICATION  FOR  MORE  THAN  ONE 
SUBTANCE. 
• 
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), 
SCF  GUIDELINES 
"Guidelines for presentation of  data for toxicological evaluation of  a substance to be 
used in materials and articles intended to come into contact with foodstuffs" 
INTRODUCTION 
These guidelines are written for plastic materials and articles, but they are also  largely 
applicable to any  material  in  contact with foodstuffs  for  which  a  Jist  of authorized 
substances (positive list) is provided. Food utensils and any surface intended to come 
into contact with foodstuffs are also covered in this document by the term "packaging 
materials". 
Packaging  materials  can  contain  substances  that  are  capable  of migrating  into  the 
packaged food. These toxicological guidelines are designed to assess potential hazards 
to consumers resulting from oral exposure due to migration of packaging substances 
into food. 
Substances persisting in the environment can have harmful effects on the environment 
and/or can accumulate in food chains. There is currently no  requirement for supplying 
information  on  the  persistence  of  a  substance  in  the  environment  or  on  its 
ecotoxicological impact to the Scientific Committee for  Food.  This information may 
have to be supplied to the appropriate competent authority. The fate of substances in 
the finished material or article after it has been submitted to waste disposal treatment is 
also considered by other competent authorities. 
The safety in use of a substance .in  packaging materials depends on many factors,  for 
example: 
a.  the biological properties of  the substance (see later, point 6); 
b.  the maximum quantity of the substance likely to be consumed per day~ which 
depends on: 
1.  the types of  packaging materials which contain the substance; 
u.  the  fraction  of each  packaging  material  which  contains  the  substance  and 
quantities of  the substance incorporated; 
nt.  the length of  contact of  the foods with the materials, the unit weight of  food in 
relation to the surface area of packaging and. temperatures encountered while 
food is in contact with the material; 
IV. 
v. 
VI. 
VII. 
the extent of  migration of  the substance or of  its breakdown products into each 
type of  food and its possible reactions with food components; 
the types of  food packaged; 
the  proportion  of each  type  of food  which  is  packaged  in  each  type  of 
packaging material; 
the quantities of foods consumed which have been in  contact with each of the 
packaging materials containing the substance; 
33 c.  the frequency  with  which  food  containing  the  substance  or its  breakdown 
products or its reaction products with food is consumed; 
d.  the period  over which  food  containing  the  substance  is  consumed.  This  is 
related  to  the  period  over  which -the  substance  is  actually  used  in  the 
manufacture of packaging materials intended for food  contact.  Technological 
advances have produced increasingly sophisticated types of  packaging materials 
and many  substances have been used  in  packaging formulations  for  limited 
periods, to be superceded by others.  Some substances however have been in 
use for more than 20 years. 
Substances migrating into food are not necessarily identical with substances used in the 
production of  the packaging. Therefore, in assessing the safety of  packaging materials, 
it is the toxicity of  the substance which migrates that has to be assessed, since it is only 
this substance to which the consumer of  the food is exposed. 
In order to assess any risks to public health from using a substance in the production of 
food packaging materials,  it  is  necessary to determine the identity of the chemical or 
chemicals which actually migrate into food, the quantities (in average and  in extreme 
cases) which  migrate  into -the  total  daily  diet,  and  the toxicological  profile of each 
chemical. 
These guidelines set out the minimum data required to achieve the above objectives 
when approval of  a new substance is being sought. 
34 ... 
INFORMATION TO BE SUPPLIED FOR THE EVALUATION OF A SUBSTANCE TO BE 
USED IN MATERIALS AND ARTICLES IN CONTACT WITH FOOD 
Reports submitted lllllSt contain suffiCient details for evaluation.  They should be 
structured in the order given below under 1-6.  Justification for any deviation from 
the  following g~:~idelines must be given in the sumltUUJI data sheet (seep. 83 of  the 
"Prtlctictll Guide N.J. "). Any reference to published information offered in support 
of tu1  application  should be accompanied by  reprints  or photocopies  of such 
references. A summary data sheet must also be prepared. 
1. 
1.1. 
IDENTITY OF THE SUBSTANCE 
NOT  A  BENE:  In  order to  enable  the preparation  of a  bank  of reference 
substances  and  a  handbook  containing  characteristic  spectra  and  other 
physico-chemical  data,  a  sample of 250  grams of the substance  should  be 
supplied  to  the  following  laboratory  which  is  collaborating  with  the 
Commission of  the European Communities- Community Bureau of  Reference: 
TeA.  wc~e-kelt 
MAFF Food Science Laboratory 
("Program: Reference substance for food packaging") 
Cotney Lane 
Norwich NR4 7UQ 
UNITED  KINGDOM 
Phone: (0603)259350 
Fax:  (0603)501123  • 
~  ~bii'O  E  :  tl411  LJEQOP  ]:  S. k.  ~CeO  iiQ1i'EL:fiDN  S~~•<.E, ~i_JT:~2.0 ,,J».l  lll2EU11 
If the substance  is  a  gas at  room  temperature,  a  solution  of the  substance  fte)-€rtl.4l'IIA 
should  be  supplied  at  an  appropriate  concentration  and  in  an  appropriate  i\c. (~422
r" 
solvent.  In the case of difficulties in  preparing the sample to be supplied.  the  f~~Jc)  'If, &(,II 
applicant is instructed to contact the above mentioned laboratory. 
In the case of an individual, well-defined substance give: 
1.1.1.  Chemical  names (IUP  AC  and  some synonyms such as .  common  name,  CAS 
name and trade name). 
1.1.2.  CAS number. 
1.1.3.  Molecular and structural formulae; molecular weight. 
1.1.4.  Degree  of  purity;  ,methods  for  determination  of  purity;  qualitative  and 
quantitative data concerning impurities. 
1.1.5.  Spectroscopic data; supply data which allow identification and characterization 
of  the substance, e.g. infrared and/or mass spectrometry. 
1.2.  Mixtures which can be defined. 
a)  Mixtures arising from natural sources. 
These mixtures  shall  be submitted  accompanied by  toxicological  data 
referring to the whole mixture (see point 6) with  description of each 
component in  accordance with points 1. I. 1  . - I . I .  5 and the proportion 
of  each component. 
35 b}  .  Synthetic mixtures. 
Each component of  a synthetic mixture shall be submitted separately. 
1.3.  Mixtures which cannot be defined. 
A description as complete as possible should be supplied, including: 
1.3.1.  the compounds or raw materials used in preparing the mixture; 
1.3.2.  the production process, production control and reproducibility of  the 
process; 
, 1.3 .3.  the method used to purify the product; 
1.3.4.  the substances fonned during the process (by-products). 
1.4.  Polymer used as additive 
1.4.1.  CAS. No 
1.4.2.  structure 
1. 4.3.  starting substances and other substances present (e.g. impurities,  additives } as 
well as their relative amounts 
1.4.4.  average molecular weight (in ponderal terms} 
1.4.5.  curve of the  distribution  of the  molecular  weights  (ordinate  weight  %  of 
molecules having a certain MW, abscissa the MW}(see figure below). 
N.B. It was suggested that a calibration curve should be supplied including among the standards in the linear c:orrclation 
two stand.arck with MW of  about 1000: a) a polystyrene standard. b) another standard whose structure should be as close 
as possible to that of  the polymeric additive. HO\\o.:\ra- this sucge~Ction is not yet di!ICUS5ed. 
1.4.6  any relevant toxicological  data,  if they are available,  because they  may  help 
accelerate evaluation. 
t
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1.  PROPERTIES OF THE SUBSTANCE 
2.1.  Physical:  give physical  data  like  melting  point,  boiling  point,  decomposition 
temperature, flash point, vapour pressure and solubility in relevant solvents. 
2.2  Chemical: give data e.g. nature of  the substance i.e. whether is acidic, basic, or 
neutral., on rea~tivity, on stability to light, air, ionising radiation, heat, simulants 
in  the condition of contact (use a  concentration approximately  I 0  times the 
detection limi}, on hydrolysis. 
2.3.  Information on any decomposition or transformation which the substance may 
undergo while the material or article is being manufactured; an indication of  the 
decomposition or transformation products which may be formed in the finished 
material or article during production~ 
2.4.  The maximum temperature reached in the manufacturing process. 
2.5.  If available,  information  on  possible  chemical  reactions  of the  migrating 
substance with food components. .. 
3.  USE 
3.1.  Technological function of  the substance. 
3  .2.  All types of  material in which the substance is intended to be used. 
3.3.  Any particular use of  the material (e.g. microwave) 
3  .4.  Maximum percentage in the formulation. 
3.5.  Maximum percentage which  may  remain  in  the material or article,  when .the 
amount given under 3.3 is reduced by chemical reactions and by processes such 
as  washing,  purification,  evaporation,  etc.  The  applicant  should  provide 
extraction data and details of  the analysis carried out (see also point S.S. on p. 
38 of  this document). 
3.6.  Mention  any  restrictions  for  use,  e.g.  type  of foodstuffs,  type  of material, 
contact conditions, temperature, etc. 
4.  INFORMATION  ON  AUTHORISATION  GIVEN  BY  COUNTRIES 
AND ON EVALUATION BY INTERNATIONAL ORGANISATIONS 
State in which countries and under what conditions the substance is authorised 
for  use  in  contact  with  food.  Include  reference  to  the  official  publication 
concerning the authorisation. 
State by  which  international  organisations  evaluations  have  been  made  and 
enclose copies of  relevant documents. 
5.  MIGRATION DATA 
Ideally, in order to permit estimation of  the daily intake of the substance, data 
should be provided on the extent of migration of  the substance, its breakdown 
and  reaction products (specific migration) from  each of its formulations  into 
each of  the food types packaged under all foreseeable conditions of  storage and 
use. In practice, detection and analysis of  low concentrations of  substances and 
breakdown and  reaction products migrating into food  is often difficult.  Thus 
the only way to determine potential  migration into food  may  be to use food 
simulants. 
When  food  simulants  are  used,  the  provisions  concerning  the  specific  and  • 
overall  migration  established  in  EEC  directives  (see  .relevant  references 
referring to this subject on p.41  ofthis document) or guidelines (see addendum 
3 on p. 44) have to be followed. 
If  the substance is largely transfonned during the processes and/or if potentially 
toxic reaction products are suspected, then data on the specific migration of  the 
reaction products should be supplied. 
Migration tests should  be  carried  out  with  all  the  materials  described  in  3.2 
(e.g. all types of  plastic)~ in each instance with the maximum percentage of  the 
substance defined in section 3.3 and  the  largest thickness intended to be used. Details of  migration tests must be reported, particularly the following: 
5  .I.  Detailed  composition of sample  used,  including  initial  concentration  of any 
identified migrant, obtained by solvent extraction of  the sample (see point 5.4). 
5.2.  Food or food simulant(s) used. 
5.3.  Conditions  of contact  such  as  time,  temperature,  ratio  surface/volume  or 
weight of food  or food  simulant,  type  of migration  cell  used  or any  other 
parameter which can influence the level of  migration. 
5.4.  Describe  in  detail  the  analytical  method(s)  and  procedure(s)  used  for  the 
quantitative  determination of the  substance(  s)  or its/their  decomposition  or 
transformation products.  .  In cases where a specific migration limit is likely to 
be  established,  a  method  of analysis  should  be  proposed  and  described 
according to the guidelines provided on p.  65  and  following of  the "Practical 
Guide N.l  ".It should be a method which is suitable for food packaging control 
and which can be applied with consistent results by any properly equipped and 
trained laboratory personnel. 
5.5  R~ults of  migration data in  mgld~2  and/or mglkg. 
5.6.  Relationship between QM and SML in the worst estimated situation. 
6.  TOXICOLOGICAL DATA 
6.1.  The general requirements for toxicological  studies which  have to be supplied 
for substances in packaging materials are set out below. 
In carrying out toxicological tests,  the aim  should be  to obtain the maximum 
amount of  relevant information using a minimum number of  animals (5). 
In  deciding  on the  choice  of studies,  it  should  be  recognised  that  not  all 
chemicals used in  the manufacture of a  packaging material  will  migrate  into 
food.  Many will  form  a  stable  part of a polymer,  some will  migrate only  in 
minute quantities, if at all,  others will  disappear during production, while yet · 
others-will decompose completely to yield either no or insignificant residues. 
While many substances migrate in the same chemical form  in  which they were 
incorporated into packaging materials, others will migrate partially or totally in 
another  chemical  form  (see  point  5).  In  such  cases  the  toxicological 
requirements may also apply to transformation or reaction products. 
6.2.  The essential core set of  tests which has to be carried out comprises: 
a 90-day oral study 
3 mutagenicity studies (see addendum  l, p.  42 "): 
i)  a test for gene mutations in bacteria: 
ii)  a test for chromosomal aberrations in cultured mammalian cells, 
iii)  a  test for  gene  mutations  in  cultured  mammalian  cells;  under 
38 
, special circumstances another validated eukaryotic test detecting 
gene-mutations may l1e acceptable; 
studies on absorption, distribution, metabolism and excretion; 
data on reproduction; 
data on teratogenicity; 
data on long-term toxicity/carcinogenicity. 
These studies should be carried out according to EEC Directives (  6)(7) and/or 
OECD guidelines,  including "Good Laboratory  Prac~iceu (8)(9)( I 0)( II). The 
test substances should be of  the same specification as described in point I (see 
p. 35 of  this document). 
If the  above  mentioned  studies  or  prior  knowledge  indicate  that  relevant 
biological effects may occur, additional studies may be required. 
At present no validated methods are available for studies in laboratory animals 
which would allow assessment of a substance's potential to cause intolerance 
and/or  allergic  reactions  in  susceptible  individuals  following  oral 
exposure.  However,  studies  on  dermal  or inhalation  sensitization  may  give 
information relevant to possible hazards from occupational exposure and could 
be helpful in assessing consumer safety. 
ObseJVations .in  man  as  provided  by  health  records  of people  employed  in 
manufacture  of the  substance  and,  if relevant,  of the  polymer,  would  be 
regarded as useful  ancillary information. 
6.3.  As a general principle, the greater the extent of migration into food, the more 
toxicological information will be required. 
6.3.1.  In  cases  where  migration  is  above  5  mg/kg  of food/food  simulant,  all  the 
studies on the core list should be carried out. If  any test is omitted this must be 
justified by providing appropriate reasons. 
6.3.2.  Under certain circumstances not all the core tests may be required, but at least 
the following should be carried out: 
In  cases  where  migration  is  in  the  range  of 0. OS  - 5  mglkg  of food/food 
simulant: 
demonstrate the absence  of potential  for  bioaccumulation  in  animals 
(e.g. octanol/water partition coefficient); 
demonstrate the absence of mutagenic potential  by  the 3 mutagenicity 
tests listed above~ 
supply a 90-day oral toxicity study. 
6.3.3.  In cases where migration is lower than 0.05 mglkg of food/food simulant: 
39 demonstrate the absence of mutagenic potential by the 3 mutagenicity 
tests listed above; 
6.3.4.  As  an  alternative  to  determining  the  migration  values  mentioned  in  points 
6.3.1,  6.3.2  and  6.3.3,  it  is  possible  to  calculate  the  maximum  level  of 
migration by assuming that 1  OOOAJ  of the substance in  question migrates from 
the packaging material into food/food simulants. 
6.3.5.  In  some  cases  results  of hydrolysis  studies  may  justify  a  reduction  in 
toxicological  testing.  This  may  arise  when  the  chemical  structure suggests 
ready  hydrolysis  into  substances  which  are  toxicologically  acceptable  (e.g. 
Stearic  acid,  ethyl  ester,  which  may  hydrolyse  into  a  fatty  acid  and  ethyl 
alcohol).  Demonstration of hydrolysis  may  be  carried  out in  foods  or food 
simulants, representing the range of  foods with which the substance may come 
into contact. Alternatively, or in cases where hydrolysis in food does not occur, 
hydrolysis  can  be evaluated  in  simulated  saliva  and/or gastrointestinal  fluids 
(see addendum 2, p. 43). 
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Addendum 1 
PRACTICAL GUIDELINES FOR MUTAGENICITY TESTING 
The following mutagenicity test are recommended. 
1.1.  A test for gene mutation in ba~teria 
1.1.1.  In S. typhimurium. 
1.1.2.  If S.  typhimurium is  ~ot appropriate, the test may  be performed -with  E Coli 
(WP2 reverse mutation assay). 
1.2.  A test for ~hromosomal  aberrations in cultured man1malian cells 
In vitro mammalian cytogenetics test (CHO or V79 or human lymphocytes) 
1.3.  A test for gene mutations in cultured mammalian cells 
1.3.1.  In vitro mammalian cell  gene  muta~ion assay (HGPRT or TK+/-) in  CHO or_ 
V79 or mouse lymphoma L5178Y cells) 
1.3 .2.  Under special  circumstances another validated eukaryotic test detectiJ}g  gene 
mutations may be acceptable (e.g. Drosophila)  . 
42 Addendum 2 
PRACTICAL GUIDELINES FOR HYDROLYSIS TESTS 
2.1.  Preparation of  simulants 
2.1.1  Simulated saliva 
Dissolve 4.2 g  of sodium  bicarbonate (NaHC03),  0.5  g  of sodium chloride 
(NaCI), and 0.2 g of potassium carbonate (K2C03) in  1 litre of  distilled water 
or water of  equivalent quality. The solution should be approximately pH 9. 
2. 1.2.  Simulated gastric fluid 
HCI 0.07 M (pH 1.15) 
2.1.3.  Simulated intestinal fluid 
Dissolve 6.8 g ofKH2P04 in 250 ml of  water and add  190 ml of0.2 M NaOH 
and 400 ml  of water.  Add  10.0 g of pancreatin, mix,  and adjust the resulting 
solution with 0.2 M NaOH to a pH of7.5 + 0.1. I;)ilute with water to 1000 mi. 
2.2.  Procedure 
Simulants should  be  in  contact with  the test substances  at a  temperature of 
3  7°C for 1, 2 and 4 hour"  with shaking. The concentration of  the test substance 
used should not be lower than  maximum  likely human  intake predicted from 
migration  studies.  The  hydrolysates  should  be  examined  by  quantitative 
methods for both parent compound and breakdown products. 
N.B.  Non-water soluble substances. 
The Commission services recently founded experimental research, the aim of which was to 
find a solvent dispersion method for non-water soluble substances. Although the study is not 
yet finished, it could be useful for the applicants to know how the contractor believes to solve 
the problem. This suggestion is reported below and , at this stage, cannot be considered a 
suggestion oft  he SCF'- which lt3s not yet been consulted - or of the Commission services. 
For those test substances which  are not  fully  soluble  in  the simulants at  the 
concentrations selected, satisfactory dispersion 'in the simulants can usually be 
achieved  by first  dissolving the test substance in  a small  quantity of a water 
miscible  solvent  and  then  adding  the  solution  to  the  simulant.  Care  must 
however  be  taken  to  ensure  that  during  the  hydrolysis  test  period  the 
dispersedance is not isolated onto the walls of  the vessel used for the hydrolysis 
studies and removed from contact with the simulant." 
43 Addendum3 
GUIDELINES FOR OBTAINING AND DESCRIBING MIGRATION DATA 
1.  The applicant should follow the general criteria given in the "SCF guidelines" (see pointS on p. 
37). As it is specified  here,  the migration data should be obtained by applying the conditions 
established in EEC directives (see references on p. 41). 
It is also recommended to follow the guidance. given in the following CEN documents: 
"Guide to the selection of conditions and test methods for overall  migration" (ENV  ... , 
under press); . 
"Guide  to  the  selection  of conditions  and  test  methods  for  specific  migration  and 
determination of  substances in plastics" (ENV ..... under press). 
N.B.  1.  Send a letter to CEN (Mr. Jeanson).  rue Stassan 36, B-1050 Brussels (fax:  (02)3196119 -
phone (02)5196819)  for obtaining a copy of the above mentioned documents.  · 
2.  Read carefully and apply (see •  at  p.  86 of this document)  the paragraph "Assessment of 
results" of  the mentioned CEN documents. 
3.  Remember that in the total immersion test. only for the samples having a thickness greater 
than 0.5 mm, it is allowed to divide for both the surfaces. 
However, in order facilitate the applicant. a summary of the  amtin conditions contained in these 
Directives is given in the addendum as well some practical guidelines in some specific cases. 
2.  The applicant may submit data obtained under FDA conditions, if it is clear that they can 
be considered equivalent or more stringent to those obtained aa)lliying these guidelines. 
3.  The Commission services also stress that the applicant should. in principle, use the methods of 
analysis "validated" at Community level. For the purpose of this document the term "validated" 
is taken to mean a method which is recognized by one of  the following organizations: 
4. 
1)  European Communities~ 
2)  CEN 
3)  other organizations,  generally  recognized  qualified  in  this  matter  (e.g.  ISO,  ASTM, 
AOAC). 
If  such a method does not currently exist, an analytic-ell  method with appropriate performance 
characteristics (accuracy and precision) at the specified limit may be used. 
The Commission services also stress that the applicant should. in principle. describe the methods 
of analysis as indicated in p.65 of the "Practical Guide N.  I". This is particularly important, if 
the method is not described in the scientific literature or for the new substances. 
4 • 
Annex 1 to addendum 3 
(See Directive 93/8/EEC concerning the first amendment of 
Directive 82/711/EEC on basic rules for testing migration in 
food simulants) 
45 ..  _ 
EXCEPTIONS TO THE EEC TEST  .CONDITIONS FOR MIGRATION 
Hereinafter some special cases are reported as examples of possible derogations from 
the EEC  test  conditions  for  migration  (food  simulants,  time  and  temperature)  in 
accordance with paragraphe 5  (seep. 37). 
l. 
2. 
(*) 
3. 
If  there is conclusive experimental proof  that the detection limit in the simulant 
Dis greater than 0.05 mglkg and therefore, it would be impossible to present a 
"reduced" dossier as provided in point 6.3.3 (see p.39) ofSCF Guidelines, the 
applicant may replace the simulant D by one of  the following "alternative EEC 
fat food simulants": 
isooctane 
ethanol 50% or 95% 
In that case it should be demonstrated that the substance under examination is 
sufficiently soluble in the alternative food simulant. 
In the case of isooctane the test  conditions  to  be  used  are  indicated  in  the 
following  table  in  correspondence with the test conditions used  for  the  "Fat 
test": 
Test condition  Test conditions 
with olive oil  with iso-ochtne 
10  d  - 5  oc  0.5  h  - 5  oc 
10  d  - 20  oc  I  h  - 20  oc 
10  d'  - 40  oc  2  d  - 20  °C 
2  h  - 70  oc  0.5  h  - 40  oc 
I  h  - 100 oc  0.5  h  - 60  oc 
0.5 h  - 121 oc  I  h  - 60  oc * 
0.5 h  - 130 oc  I  h  - 60  oc * 
2  h  - Isooc  2  h  - 60  oc * 
2  h  - 175 oc  3  h  - 60  oc * 
Before submitting a  sample of the  material  to  the  test  using  isooctane ascertain that  the 
material can withstand contact with oit'vc oil at clc\'ated temperature by submerging a Sample 
in olive oil under relevant t-T conditions taken from the table. 
In the case of ethanol,  the test for 1  0 d at 40 °C  is replaced by a test using 
1, 2, 4 and  I 0 days at 40°C at the following concentrations: 
(i)  50% (e.g. for PVC/PETP/PS) 
(ii)  95% (e.g. polyolefins) 
46 4.  If  there is conclusive proof that the test for the determination of  the migration 
in  simulant  D  is  inadequate from  a  technical  standpoint,  the applicant  may 
replace the simulant D .as indicated in paragraph 1. 
5.  The fat test for global migration need not to be necessarily carried out, if it is 
shown that the extraction by a solvent, carried out with a validated procedure, 
gives an extract higher than one obtained in the migration test according to the 
Directives.  · 
Solvents to be used should have low boiling points (B.P. < 1  00°C) and should 
be capable of causing swelling of the polymer.  As  a general rule,  non  polar 
polymers,  e.g.  polyolefines  should  be treated  with  non  polar  solvents  e.g. 
heptane, iso-octane and polar polymers, e.g. polyamide should be treated with 
polar  solvents,  e.g.  methanol,  ethanol.  .  Medium  polar  materials,  such  as 
polyesters can be treated with e.g. ethyl acetate, dichloromethane. 
Question:  Shall the reduction factors to be used in the case of  replacement of  olive 
oil by other simulants? 
Answer:  Yes. 
47 ANNEX I 
PROVISIONAL LIST OF-MONOMERS 
Monomer and other starting substance" means any substance used in the manufacture 
of a  macromolecule,  which  constitutes  the  repeating  unit  of a  polymer  chain  or 
polymer network of  any substance used in the manufacture of  a plastic for food contact 
application. It includes also the substances used to modify existing natural or synthetic 
macromolecular substances.  According to Directive 90/1 28/EEC, Annex 2, paragraph 
I, the following substances are included in this definition: 
"  substances  undergoing  polymerizatio~  which  include  polycondensation, 
polyaddition or any other similar process~ to manufacture macromolecules; 
natural  or synthetic  macromolecular  substances  used  in  the  manufacture  of 
modified  macro~olecules, if the monomers  or the  other  starting  substances 
required to synthesize them are not included in the list~ 
substances  used  to  modify  existing  natural  or  synthetic  macromolecular 
substances. 
11 
Although the definition and the examples seem very precise.  some difficulties arise in 
the  identification  of the  "monomers  and  other  starting  substances"  in  practice. 
Therefore it is recommended to read carefully the explanation given in the Annex  I of 
the "Practical Guide N. 1 
11  on pages 9 and  I 0. 
See also Annex I bis pag.l37 ofthis document. 
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ANNEX 1 BIS 
PROVISIONAL LIST OF BIOPOLYMERS 
FOR WHICH AN AUTHORIZATION IS 
REQUESTED AND NOT YET DECIDED 
I.  POL  YHYDROXYBUTYRA  TE (CAS N. 29435-48-:1) 
Polymers  containing  the  repeating  unit  3-hydroxybutyrate  and  manufactured  by 
fermentation  with  the  bacterium  "Alcaligenes  eutrophus"  from  starting  substances 
listed  in  Section A of Directive 90/128/EEC.  The average  molecular weight,  when 
determined by gel permeation chromatography, shall not be less than 200,000. 
2.  HYDROXYBUTYRATEIHYDROXYVALERA  TE COPOLYMERS (CAS.N  . 
....... ). 
Polymers  containing  the  repeating  units  3-hydroxybutyrate  and  3-hydroxyvalerate 
manufactured  by  fermentation  with  the  bacterium  "Alcaligenes  eutrophus"  from 
starting substances listed in Section A of Directive 90/128/EEC. The mole percentage 
of3-hydroxyvalerate shall be in the range 0 to25. The average molecular weight, when 
determined by gelpermeation chromatography. shall not be less than 200,000.A .. 
'1 
• 
ANNEX2 
PROVISIONAL LIST Q.F.ADDITIVES 
The list set out in the Table shall contain all  the other substances not included  in the 
definition of  monomers and other starting substances and not included in Annex. 3. 
Therefore this list shall include: 
a)  substances which are incorporated into plastics to achieve -a technical effect in 
the  finished  product;  they  are  intended  to  be  present  in  the  finished  articles 
("additive"); 
b)  substances used to provide a suitable medium  in  which- polymerization occurs 
or  substances  which  directly  influence  the  formation  of  polymers 
(conventionally these substances will called "aids to polymerisation") 
Therefore this list will include for example the following categories of  substances: 
"Category I" 
- antifoaming agents 
- antiskinning agents 
- antioxidants 
antistatic agents 
- driers 
- emulsifiers 
- fillers 
- flame retardants 
- foaming agents 
- hardening agents 
- impact modifiers 
- lubricants 
- miscellaneous additives 
- optical brighteners 
- plasticizers 
- preservatives 
- protective colloids 
- reinforcements 
release agents 
solvents 
- stabilizers 
- thickeners 
- UV absorbers 
I'  ;.·  .  ' "Categmy II" 
POLYMER PRODUCTION AIDS 
- anti-foam reagents/degassing agents 
- blowing agents 
- buffering agents 
- build-up suppressants 
- dispersing aids 
emulsifiers 
- flow control agents 
- nucleating agents 
- pH regulators 
- solvents 
- surfactants 
- suspension agents 
- stabilizers 
- thickening agents 
water treatment reagents 
NOT A BENE: The  following  substances  - "Substances  which  difectly  influence  the 
fonnation  of polymers"  -are excluded  from  the  "additive  list".  They  include,  for 
example: 
- accelerators 
- catalysts 
- catalyst deactivators 
- catalyst supports 
- catalyst modifiers 
- chain scission reagents 
- chain transfer or extending agents 
- chain stop reagents 
cross-linking agents 
- initiators and promoters 
- molecular weight regulators 
- polymerization inhibitors 
- redox agents P
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ANNEX3 
POLYMER PRODUCTION AIDS 
(AP =SUBSTANCES WHICH DIRECTLY INFLUENCE THE FORMATION OF 
POLYMERS) 
(promemoria) 
For the purpose of  the ,EEC Directive "aids to polymerization"(=AP) includes only the 
substances which directly influence theformation of  polymers. They include for 
example: 
- accelerators 
- catalysts 
- catalyst deactivators 
- catalyst supports 
- catalyst modifiers 
- chain scission reagents 
- chain transfer or extending agents 
chain stop reagents 
- cross-linking agents 
- initiators and promoters 
- molecular weight regulators 
- polymerization inhibitors 
- redox agents 
Therefore (conventionally) the  "aids to  polymerization"  do  not  include  the so-called 
"polymerization production aids" which are included between the additives (see Annex 
2). For clarity the AP shall not include for example the following substances: 
- anti-foam reagents/degassing agents 
- blowing agents 
- buffering agents 
- build-up suppressants 
- dispersing aids 
- emulsifiers 
- flow control agents 
- nucleating agents 
- pH regulators 
solvents 
- surfactants 
- suspension agents 
- stabilizers 
- thickening agents 
- water treatment reagents 
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